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CONG HOA xA HOI canNGHiA VI:E:TNAM
DQc l~p - TV do - H~nh phuc

Ha N9i, ngay 05 thdng 6 nam2017

Kinh giri: - Cac Benh vien, Phong kham da khoa GTVT;
- Cac Trung tam Y te chuyen nganh GTVT.

Ngay 29/5/2017, Cue Quan ly Diroc - B<)Y te c6 Cong van s6 7436/QLD­
CL v~ viec phat hien thuoc gia mang ten Prednisolon BPF (Prednisolon 5mg),
tren nhan 19ghi s610 SX: M162889, ngay SX: 0112015, HD: 01/2018 va ghi ten
Cong ty RotexMedica GMBH Tritau - Germany, khong ghi s6 dang kyo M~u
thuoc do Trung tam kiem nghiem thuoc, my pham, thuc pham Thira Thien Hue
l~y m~u tai Nha thuoc Chi Uy (40 Nguyen Phuc Nguyen, thanh pho Hue).
Thu6c khong dat tieu chuan ch~t hrong v~ chi tieu dinh tinh,

8€ dam bao an toan cho nguoi sir dung thuoc, Cue Y te GTVT yeu c~u
cac dun vi:

1. Thong bao thong tin thuoc gia Prednisolon BPF (Prednisolon Srng) neu
tren trong toan dun vi (N9i dung cu thd cua Cong van 7436/QLD-CL duoc dang
tai tren Website cua Cue. Dia chi: http://ha.mt.gov.vn - Muc: Chi &;10 va huang
ddn nghi¢p v¥ y d).

2. Ra soM, ki€m tra trong doo vi xern c6 luu hanh, su dVng thu6c gia
Prednisolon BPF (Prednisolon 5mg) n6i tren, n€u c6 phai ngU'ng ngay vi~c sir
dVng, l~p bien ban bao cao v~ Cvc.

8~ nghi cac dun vi kh~ truoog th\fc hi~n./.*
Noi nhtin:
- Nhu t~en (Qua website eVe Y t~ GTVT);
- Luu: VT, NVYD&TTBYT.
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C\lC Quan ly Diroc nhan duoc Cong van s6 280NKN!fW'-IqI, 4~..ng~l. .9lt. I
27/4/2017 cua Vien Kiem nghiem thuoc Trung irong bao cao ket qua klem tracnat
hrong thuoc kern theo phieu kiem nghiem s6 47GT26 ngay 26/4/2017 vS thudc
mang ten Prednisolone BPF (prednisolone 5mg), tren nhan lo ghi s6 10 SX:
M162889, ngay SX: 01/2015, HD: 0112018 va ghi ten Cong ty RotexMedica
GMBH Tritau - Germany, khong ghi s6 dang ky. M~u thuoc do Trung tam kiem
nghiem thuoc, my pham, thuc pham Thira Thien Hu@lfiy m~u tai Nha thuoc Chi
Uy (40 Nguysn Phuc Nguyen, thanh ph6 Hu@).Thu6c khong dat tieu chuan chfit
hrong vS chi tieu dinh tinh. Can cu h6 sa, tai li~u tai C\lCQuan ly Dugc, Cvc Quan
ly Dugc co y ki@nnhu sau:

1. Thu6c Prednisolone BPF (prednisolone 5mg) tren nhan m~o ten thu6c
"PREDNISOLON BPF" va ten cong ty "ROTEXMEDICA GMBH TRITAU -
GERMANY" la thu6c gia, khong dugc cfipphep luu hanh t~i Vi~t Nam, khong dugc
phep luu hanh sir dvng.

2. DS dam hao an toan cho nguai sir dvng, dSnghi:
2.1. Sa Y t@cac tinh, thanh ph6 tlV'CthuQCTrung uang, Y t@cac nganh:
- Thong bao cho cac ca sa kinh doanh, sir dvng thu6c khong dugc huon ban,

sir dVng thu6c gia Prednisolone BPF (prednisolone 5mg) neu tren.
- Ph6i hgp vOi cac ca quan truySn thong thong tin t6i cac ca sa huon ban, sir

dVng thu6c va nguai dan hi@tdS khong huon han, sir dvng thu6c Prednisolon BPF
,gia co cac dfiu hi~u nh~ hi@tnhu tren;

- T6 chuc ti@pnh~ thong tin hao cao clla cac ca sa san xufit, kinh doanh,
nguai sir d\lng; ph6i hgp v6i cac ca quan chuc nang kiSm tra xac minh, truy tim
ngu6n g6c xufit xu clla thu6c gia neu tren; xir ly cac t6 chuc, ca nhan vi ph~ theo
quy dinh hi~n hanh;

- Bao cao k@tqua vS Cvc Quan ly DuQ'cva ca quan lien quan.
2.2. Sa Y t@Thira Thien Hu@xem xet chuySn h6 sa V\l vi~c tren d@nca quan

co thb quySn dS truy tim ngu6n g6c thu6c gia.

Cvc Quan ly Dugc thong hao dS cac dan vi hi@tva th\fc hi~n./. '
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